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Therefore, 80 subjects were allocated to the SBI (n=40; mean age: 48 +/-9 years) and CBI (n=40; mean age: 51 +/-11 years) groups. However, 4 women dropped out immediately after group allocation and one died. Therefore, the final study sample comprised 75 women: 37 in the SBI group and 38 in the CBI group.
Study design
This was a prospective, randomised, clinical trial, which was conducted in Connecticut, USA. Randomisation was carried out using a computer procedure by an analyst who had no contact with study subjects. The length of follow-up was 6 months. Forty-nine women (24 in the SBI group and 25 in the CBI group) were available for final outcome assessment. A research assistant, blinded to all subject treatment assignments, carried out all outcome assessment. Subjects in the SBI group had telephone and e-mail access to the dietitian for one year.
Analysis of effectiveness
The analysis of the clinical study was based on intention to treat. The health outcomes used in the analysis were proportion of women with a 5% decrease or more in body weight; absolute weight difference; proportion of subjects with a weight loss of greater than or equal to 10 lb; absolute change in body mass index. Women in the SBI group had significantly higher systolic blood pressure and were more likely to be married. The two groups were comparable at baseline with respect to other characteristics. No significant differences were found between those who were lost to follow-up and those who were available for final assessment. Multivariate regression was carried out to assess the association of demographic and clinical variables on weight loss at 6 months.
Effectiveness results
The proportion of women with a 5% decrease or more in body weight was 40% in CBI patients and 16.8% in SBI patients, (p=0.07).
After 6 months, both groups had mean declines in absolute weight compared to baseline: the SBI group lost an average of 3.8 lb, (p=0.01), and the CBI group lost an average of 8.8 lb, (p=0.0001).
BMI also decreased in the CBI group and there was no statistically significant difference in BMI in the SBI group.
The CBI group had a greater change in absolute weight compared with SBI from baseline to follow-up.
The absolute change in BMI was also statistically significant in the CBI group.
Multiregression analysis showed that predictors of weight loss, namely baseline weight, group, and medication use, accounted for 50% of the variation in weight loss.
The analysis also revealed that subjects with higher initial BMIs had greater weight loss at 6 months.
The proportion of subjects with a weight loss of greater or equal to 10 lb was 40% in CBI patients and 25% in SBI patients, (p=0.27).
Clinical conclusions
The effectiveness study showed that the standard individualised counselling approach was more effective in producing weight loss than the innovative skill-based intervention.
Measure of benefits used in the economic analysis
The summary benefit measure was the weight lost, which was derived directly from the effectiveness study.
